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DETAILED ACTION 

1 . This Office action is responsive to an amendment filed March 14, 2006. Claims 
1-22 and 59-60 are pending. Claims 23-58 and 61-62 are pending. No new claim has 
been added. Claims 10 and 16 have been amended. 

Claim Objections 

2. The objections are withdrawn due to amendments. 

Claim Rejections - 35 USC § 103 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-7, 12-17, 21-22 and 59-60 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Richardson et al. (US Patent No. 6,673,025). 

In regards to claim 1, Richardson et al. discloses a guidewire 140, comprising: 

a core member 141 having a proximal end and a distal end; 

a tubular member 156 having a proximal end and a distal end, the tubular 
member 156 disposed about and connected to the distal end of the core member 141 , 
the distal end of the tubular member 156 extending distally beyond the distal end of the 
core member 141; and 

a coil member 151 connected to the tubular member 156 (see fig. 20). 

In regards to claim 2, Richardson et al. discloses a guidewire wherein the coil 
member 151 includes a distal end and a proximal end, and wherein the distal end of the 
coil member 151 extends distally beyond the distal end of the tubular member 156 (see 
fig. 20). 
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In regards to claim 3, Richardson et al. discloses a guidewire wherein the 
proximal end of the coil member 151 is positioned distal of the distal end of the core 
member 141 (see fig. 20). 

In regards to claim 4, Richardson et al. discloses a guidewire wherein the 
proximal end of the tubular member 156 fits over the distal end of the core member 141 
(see fig. 20). 

In regards to claim 5, Richardson et al. discloses a guidewire wherein the 
proximal end of the coil member fits over the distal end of the tubular member (see fig. 
20). 

In regards to claim 6, Richardson et al. discloses a guidewire further including a 
polymer sheath 1 57 disposed about the coil member 1 51 , the tubular member 1 56, and 
at least a portion of the core member 141 (see fig. 20). 

In regards to claim 7, Richardson et al. discloses a guidewire wherein the 
polymer sheath 157 is disposed over all of the core member 141 (see fig. 20). 

In regards to claim 12, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a hemispherical cross section (see fig. 20). 

In regards to claim 13, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a circular cross section (see fig. 20). 

In regards to claim 14, Richardson et al. discloses a guidewire comprising: 

a core member 141 including a proximal portion having a proximal end and a 
distal portion having a distal end; and 
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a distal assembly (151, 156) including a tubular member 156 having an inner 
surface adapted for connection to the distal portion of the core member 141, and an 
outer surface, and a coil member 151 connected to the tubular member 156; 

wherein the distal assembly (151, 156) is connected to the distal portion of the 
core member 141 such that a portion of the distal assembly extends distally beyond the 
distal end of the core member 141 (see fig. 20). 

In regards to claim 15, Richardson et al. discloses a guidewire wherein the distal 
assembly is connected to the distal portion of the core member 141 such that a portion 
of the tubular member 156 extends distally beyond the distal end of the core member 
141 (see fig. 20). 

In regards to claim 16, Richardson et al. discloses a guidewire wherein the coil 
member 151 includes a distal end and a proximal end, and wherein the distal end of the 
coil member 151 extends distally beyond the distal end of the tubular member 156 (see 
fig. 20). 

In regards to claim 17, Richardson et al. discloses a guidewire further including a 
polymer sheath disposed about the coil member 151, the tubular member 156, and at 
least a portion of the core member 141 (see fig. 20). 

In regards to claim 21, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a hemispherical cross section (see fig. 20). 

In regards to claim 22, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a circular cross section (see fig. 20). 

In regards to claim 59, Richardson et al. discloses a medical device comprising: 



Application/Control Number: 10/748,933 Page 5 

Art Unit: 3736 

an elongated shaft 141 including a proximal portion having a proximal end and a 
distal portion having a distal end; and 

a distal assembly including a tubular member 156 and a ribbon or wire 151 
connected to and extending distally of the tubular member 156; wherein the distal 
assembly is connected to the distal portion of the elongated shaft 141 such that a 
portion of the distal assembly (151, 1 56) extends distally beyond the distal end of the 
elongated shaft 141 (see fig. 20). 

In regards to claim 60, Richardson et al. discloses a medical device wherein the 
ribbon or wire is a coiled ribbon or wire 151 (see fig. 20). 

Richardson et al. disclose a guidewire comprising a plurality of polymer layers 
substantially arranged in the same manner as Applicants device with the exception that 
Applicant has explicitly identified an inner polymer layer as "a tubular member" (see 
Applicants drawings, figs. 3-4 and Richardson et al., figure 20). As such, it would have 
been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide a guidewire similar to that of Richardson et al. with a plurality of 
polymer layers of different kinds arranged in a multitude of ways about the core wire 
and the coil since such a modification would amount to a design choice. It has 
previously been held that changing aesthetic design is not patentable-See In re Seid, 
161 F.2d229, 231, 73 USPQ 431, 433 (CCPA 1947). 
5. Claims 8, 11, 18 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Richardson et al. (' 025) in view of Palmer et al. (US Patent No. 
6,544,231). 
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Richardson et al. discloses a guidewire 10, as described above, that teaches all 
the limitations of the claims except Richardson et al. does not teach the process of laser 
welding or soldering. However, Palmer et al. disclose a medical instrument wherein a 
coil is bonded to a metallic tubular structure through laser welding (see column 4/lines 
16-18). It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a connected apparatus similar to that of 
Richardson et al. with a connecting process similar to that of Palmer et al. in order to 
tightly fuse metal elements together. 

6. Claims 9-10 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Richardson et al. (' 025) in view of Palmer et al. ('231) further in view of Cook et al. 
(US Patent No. 5,213,111). 

Richardson et al. as modified by Palmer et al. discloses a guidewire, as 
described above, that teaches all the limitations of the claim except Richardson et al. as 
modified by Palmer et al. does not teach connecting the tubular member through 
crimping. However, Cook et al. disclose a guidewire wherein a coil member 151 is 
connected to a core member through crimping (see column 3/lines 13-16). It would have 
been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide a guidewire similar to that of Richardson et al. as modified by Palmer et 
al. with a connecting process similar to that of Cook et al. in order to hold the elements 
together in a friction-fit fashion. 
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7. Claims 1-4, 13-16, 22, and 59-60 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over De Toledo (US Patent No. 5,065,769) in view of Buchbinder et al. 
(US Patent No. 4,757,827). 

In regards to claim 1, De Toledo discloses a guidewire 10, comprising: 

a core member 42 having a proximal end and a distal end; 

a tubular member 52 having a proximal end and a distal end, the tubular member 
52 disposed about and connected to the distal end of the core member 42, the distal 
end of the tubular member 52 extending distally beyond the distal end of the core 
member 42; and, 

a coil member (12, 14) (see fig. 1). 

In regards to claim 2, De Toledo discloses a guidewire 10 wherein the coil 
member (12, 14) includes a distal end and a proximal end, and wherein the distal end of 
the coil member (12, 14) extends distally beyond the distal end of the tubular member 
52 (see fig. 1; column 3/lines 44-45, 51; column 4/line 9). 

In regards to claim 3, De Toledo discloses a guidewire 10 wherein the proximal 
end of the coil member 52 is positioned proximate to or distal of the distal end of the 
core member 42 (see fig. 1). 

In regards to claim 4, De Toledo discloses a guidewire 10 wherein the proximal 
end of the tubular member 52 fits over the distal end of the core member 42 (see fig. 1 ). 

In regards to claim 13, De Toledo discloses a guidewire 10 wherein the tubular 
member 52 has a circular cross section (see fig. 1). 

In regards to claim 14, De Toledo discloses a guidewire 10 comprising: 
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a core member 42 including a proximal portion having a proximal end and a 
distal portion having a distal end; and 

a distal assembly including a tubular member 52 having an inner surface adapted 
for connection to the distal portion of the core member 42, and an outer surface; 

wherein the distal assembly is connected to the distal portion of the core member 
42 such that a portion of the distal assembly extends distally beyond the distal end of 
the core member 42 (see fig. 1). 

In regards to claim 15, De Toledo discloses a guidewire 10 wherein the distal 
assembly is connected to the distal portion of the core member 42 such that a portion of 
the tubular member 52 extends distally beyond the distal end of the core member 42 
(see fig. 1). 

In regards to claim 16, De Toledo discloses a guidewire 10 wherein the coil 
member (12, 14) includes a distal end and a proximal end, and wherein the distal end of 
the coil member (12, 14) extends distally beyond the distal end of the tubular member 
52 (see fig. 1 ; column 3/lines 44-45, 51 ; column 4/line 9). 

In regards to claim 22, De Toledo discloses a guidewire 10 wherein the tubular 
member 52 has a circular cross section (see fig. 1). 

In regards to claim 59, De Toledo discloses a method of making a medical device 
10 comprising: an elongated shaft 42 including a proximal portion having a proximal end 
and a distal portion having a distal end; and a distal assembly including a tubular 
member 52 and a ribbon or wire (12, 14); wherein the distal assembly is connect to the 
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distal portion of the elongated shaft 42 such that a portion of the distal assembly 
extends distally beyond the distal end of the elongated shaft 42 (see fig. 1). 

In regards to claim 60, De Toledo discloses a method of making a medical device 
10 wherein the ribbon or wire (12, 14) is a coiled ribbon or wire (see fig. 1; column 
3/lines 44-52). 

De Toledo teaches a system, as described above, teaches all the limitations of 
the claims except that De Toledo does not teach system wherein the tubular member is 
connected to the coil member. However, Buchbinder et al. disclose(s) a system wherein 
the tubular member 44 is connected to the coil member 49 (see fig. 3; column 4/lines 
20-24). It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of De Toledo with a 
tubular member connected to the coil member similar to that of Buchbinder et al. in 
order to form a continuous lumen for the guidewire (see Buchbinder et al., column 
3/lines 5-8). 

8. Claims 8, 18 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over De Toledo (769) in view of Buchbinder et al. ('827) further in view of Palmer et al. 
(US Patent No. 6,544,231). 

De Toledo as modified by Buchbinder et al. discloses a guidewire 10, as 
described above, that teaches all the limitations of the claims except De Toledo as 
modified by Buchbinder et al. does not teach the process of laser welding or soldering. 
However, Palmer et al. disclose a medical instrument wherein a coil is bonded to a 
metallic tubular structure through laser welding (see column 4/lines 16-18). It would 
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have been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide a connected apparatus similar to that of De Toledo as modified by 
Buchbinder et al. with a connecting process similar to that of Palmer et al. in order to 
tightly fuse metal elements together. 

9. Claims 9-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over De 
Toledo (769) in view of Buchbinder et al. ('827) in view of Palmer et al. ('231 ) further in 
view of Cook et al. (US Patent No. 5,21 3,1 1 1 ). 

De Toledo as modified by Buchbinder et al. as further modified by Palmer et al. 
discloses a guidewire, as described above, that teaches all the limitations of the claim 
except De Toledo as modified by Buchbinder et al. as further modified by Palmer et al. 
does not teach connecting the tubular member through crimping. However, Cook et al. 
disclose a guidewire wherein a coil member is connected to a core member through 
crimping (see column 3/lines 13-16). It would have been obvious to one of ordinary skill 
in the art at the time Applicant's invention was made to provide a guidewire similar to 
that of De Toledo as modified by Buchbinder et al. as further modified by Palmer et al. 
with a connecting process similar to that of Cook et al. in order to hold the elements 
together in a friction-fit fashion. 

Response to Arguments 

10. Applicant's arguments, see amendment, filed March 14, 2006, with respect to the 
rejection(s) of claim(s) 1, 14 and 59 under 102 have been fully considered and are 
persuasive. Therefore, the rejection has been withdrawn. From the Applicant's 
remarks filed March 14, 2006, it is construed that Applicant's use of the limitation 
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"connected to" is intended to mean "joined or fastened together: united." As such, upon 
further consideration, a new ground(s) of rejection is made in view of Richardson et al. 
(see rejections supra) and De Toledo in view of Buchbinder et al. (see rejections supra). 

Conclusion 

1 1 . The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US Patent No. 5,063,935 to Gambale discloses a catheter guidewire with varying 
radiopacity at its distal end. 

US Patent No. 5,217,026 to Stoy et al. discloses a guidewire with lubricious 
surface and method of fabrication. 

US Patent No. 5,365,944 to Gambale discloses a guidewire extension with self- 
latching detachable connector. 

US Patent No. 5,993,424 to Lorenzo et al. discloses a guidewire having a distal 
tip that can change its shape within a vessel. 

US Patent No. 5,234,437 to Sepetka discloses a detachable pusher-vasocclusion 
coil assembly with threaded coupling. 

US Patent No. 5,452,726 to Richardson et al. discloses an intravascular guide 
wire and method for manufacture thereof. 

US Patent No. 5,211,636 to Mische discloses a steerable infusion guide wire 
having state-of-the-art handling characteristics for ease of positioning a variety of 
catheters. 
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US Patent No. 5,452,726 to Burmeister et al. disclose an intravascular guide wire 
and method for manufacture thereof. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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